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Art Unit: 3766 

DETAILED ACTION 

Priority 

1 . Receipt is acknowledged of papers filed under 35 U.S.C. 1 19 (a)-(d) based on an 
application filed in France on 6/26/2002. However, the Applicant has not complied with 
the requirements of 37 CFR 1.63(c), since the oath, declaration or application data 
sheet, while acknowledging the filing of the foreign application, lists the incorrect filing 
date of 4/26/2002. A new oath, declaration or application data sheet is required in the 
body of which the present application should be identified by application number and 
filing date. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on 6/25/2003 was filed in 
compliance with the provisions of 37 CFR 1.97. Accordingly, the information disclosure 
statement is being considered by the examiner. 

Claim Rejections -35USC§112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claim 1 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

5. Claim 1 recites the limitation "said first diameter" in the final line of the claim. 
There is insufficient antecedent basis for this limitation in the claim. However, for 
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examination purposes, it is assumed that the first diameter refers to the diameter of the 
sheath. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

7. Claims 1, 2, and 5-11 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Osypka (US 4,550,737). Osypka discloses a coronary lead (probe) capable of being 
implanted in a vein of the coronary network for the stimulation of the heart (Col. 2, lines 
20-25). As shown in figures 1 and 3, the lead has a hollow sheath 1b having an internal 
conductor 1A with a distal end 3. Osypka further shows an intermediate element 4a 
with a cylindrical body bearing a retention structure 4 and a distal end 3. At the distal 
end of the intermediate element is a probe head 5 with a stimulation electrode 5a that is 
electrically conducting and inherently connected to the conductor 1A in order to deliver 
stimulating pulses to a vein or other tissue (Col. 4, lines 38-52). As shown in figure 2, 
the retention structure comprises a plurality of annular reliefs, or screw threads 6, that 
possess an overall circular contour with a diameter greater than the diameter of the 
sheath 1b. 

8. Regarding claims 2 and 6, figure 2 shows the circular contour to be eccentric 
relative to the first axis of the cylindrical body. 
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9. Regarding claims 7-9 and 1 1 , figure 2 shows the plurality of annular reliefs to 
comprise a helicoid relief having a thread extending around the cylindrical body in a 
nonjointed way. Figure 2 further shows that the thread extends around the cylindrical 
body for approximately 3 turns, and that there is a constant distance between the thread 
turns. 

10. Regarding claim 10, figure 1 shows the helicoid relief with first and second ends, 
with the thread having a variable radius that starts small at the distal, or first, end 3, 
rises as it extends back, and then decreases to a small radius again at the proximal, or 
second, end (Col. 6, lines 13-24). 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was. made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

13. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
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the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

14. Claims 3 and 4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Osypka '737. Osypka, as described above, discloses the applicant's basic invention, 
including the circular contour of the threads being on a second axis. As shown in figure 
2, the threads appear to be slanted back slightly, which would put it on a different axis 
than the cylindrical body. Osypka does not disclose, however, that the difference in the 
angle between the axes is between 15 and 25% of the diameter of the cylindrical body. 
However, upon reviewing the specification of the application, there does not appear to 
be any distinct reason or advantage for choosing the range of 1 5-25% of the diameter. 
Therefore, it would have been obvious matter of design choice to modify the axis of the 
threads by 15-25% since the applicant has not disclosed that having the threads off-axis 
in this range serves any particular purpose and it appears that the threads of Osypka 
would perform equally well, regardless of the amount that they are off-axis. 

15. Regarding claim 4, Osypka, as described above, discloses the applicant's basic 
invention, including the overall circular contour having a diameter greater than the 
diameter of the cylindrical body. Osypka does not disclose, however, that the overall 
diameter is between 1 .5 and 2 times the diameter of the cylindrical body. However, 
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upon reviewing the specification of the application, there does not appear to be any 
distinct reason or advantage for choosing the range of 1 .5-2 times the diameter. 
Therefore, it would have been obvious matter of design choice to modify the diameter of 
the overall circular contour by 1 .5-2 times the diameter of the cylindrical body since the 
applicant has not disclosed that having the overall contour in this range serves any 
particular purpose and it appears that the threads of Osypka would perform equally well, 
regardless of their diameter when compared to the cylindrical body. 

16. Claim 12 is rejected under 35 U.S.C. 103(a) as being unpatentable over Osypka 
'737 in view of Audoglio (US 6,556,874). Osypka, as described above, discloses the 
applicant's basic invention with the exception of the thread of the retention device 
having a round profile. Attention is directed to the secondary reference of Audoglio, 
which shows a helical retention element 16 with a round profile for affixing the lead to 
bodily tissue. Therefore, it would have been obvious to one of ordinary skill in the art at 
the time of the applicant's invention to modify the helicoid of Osypka by making them 
round as taught by Audoglio since this is a known profile for helical retention elements 
used in the body. 

Conclusion 

17. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Froberg et al. (US 6,944,507) discloses a helical retention 
element for attaching a lead and applying pulses to bodily tissue. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric D. Bertram whose telephone number is 571-272- 
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3446. The examiner can normally be reached on Monday-Thursday and every other 
Friday from 9-6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on 571-272-6996. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Examiner 
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